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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 31 October 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 3, 5, 9-13,1 5-24, 28-3 1,34 and 35 is/are pending in the application. 

4a) Of the above claim(s) 11-13, 15-24 and 28-31 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 3.5,9,10,34,35 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Claims 3, 5, 9-13, 15-24, 28-31, 34 and 35 are pending in the instant application. Claims 
11-13, 15-24 and 28-31 remain withdrawn. 

Continued Examination Under 37 CFR 1.114 

2. A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on October 3 1 , 2008 has been entered. 

Response to Amendment 

3 . The amendments to the claims filed on October 3 1 , 2008 have been fully considered. 
The 35 USC 112 1 st paragraph rejections have been obviated and are thus hereby withdrawn . 
Pursuant MPEP 803.03, the search and examination was extended to the full scope of claimed 
compounds. 

4. New grounds of rejection are set forth herein, Sections 5 and 6. 

Claim Rejections - 35 USC §112 1 st Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 
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5. Claims 3, 5, 9, 10, 34 and 35 rejected under 35 U.S.C. 1 12, first paragraph, because the 

specification, while being enabling for making/using "salt, stereoisomer" of a compound of 

Formula I, does not reasonably provide enablement for making/using "solvate." The 

specification does not enable any person skilled in the art to which it pertains, or with which it is 

most nearly connected, to practice the invention commensurate in scope with these claims. 

The standard for determining whether the specification meets the enablement requirement 

was cast in the Supreme Court decision of Mineral Separation v. Hyde, 242 U.S. 261, 270 (1916) 

which postured the question: is the experimentation needed to practice the invention undue or 

unreasonable? That standard is still the one to be applied. In re Wands, 858 F.2d 731, 737, 

8USPQ2s 1400, 1404 (Fed. Cir. 1988). MPEP 2164.01(a) states "There are many factors to be 

considered when determining whether there is sufficient evidence to support a determination that 

a disclosure does not satisfy the enablement requirement and whether any necessary 

experimentation is undue". The factors are applied below to the instant claims. 

The breadth of the claims 

Solvate encompasses polymorphic forms. 

The nature of the invention & the state of the prior art/level of ordinary skill/level of 
predictability 

The state of the art for preparing polymorphic forms of any given compound is 
unpredictable (eg. see Chawla et al., p. 9, 1st and 2nd paragraphs): 

• The number or existence of solid forms cannot be predicted. 

• The more diligently any system is studied the larger the number of polymorphs 

discovered 

• It is not commonly known in the art, or predictable, how different solid forms are 
made (Newman et al, p. 898, 2 nd column, last paragraph). 



The following is noted (MPEP 2164.03): 
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The aosKKSt of gm&anee ar dkeetkai needed to 
enable the invention is inversely related to &e amount 
of knowledge m the slate of the art as well as tfae pre- 
dictability is 'lie art. ik re; i^Ltk'r. 427 F.2d 833, 839, 
156 USPQ 18, 24 (CCPA 1970). Hie "smmmi of 
guidance or dueetu.ii I* 3 !-: ^ 1i o mlai< . nos iss me 
application as c Tin '11 filed that teaches exactly 
how to s»ake or use the invention. The more that is 
known sis the prior art about the siature of die inven- 
tion, how to make, and how co use. the invention, and 
the snore predictable the art is, die less information 
seeds to be explicitly sated in the specification in 
contrast, if little is; kstown in. the prior art about the 
nature of the invention a J the i impredn t > e 
the specification would need more detail as to how to 
make and use the invention in order to be enabling. 

See. e.g. 0,w>> s , y v. &<•'> < t< 7 < 353 F.3d 
1247, 1254. 70 OS?Q2d 1321, 1326 (Fed. Ctr. 2004) 
cent techno ">- o- ever must be enabled th 
a 'specific and useful teaching/' The law requires sn 
erwJ rig 1 >ute for nascent technology jecau-se a 
person of ordinary skill m the art has, little or no 
knowledge mdependent from the patentee's instruc- 
tion. Tints, the public's end of the bargain struck by 
die patent system i; t fu - 1 111' 1 k ureoflhe 
claimed technology." (citations omitted)). < 
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The scope of the requires! aablesafiiit vanes 
inversely with the degree oi ji.au/ i.r\ involved 
e\™ ii in - . -u ueofeverv 
operable species is sot required A siagie embodiment 
n t rovide ni -i - -tit i es i - 1 1 j T 1 1- 
dsctabte factors, such as mechanical or electrical ele- 
ment / -e Mckers, 141 F.2? 2_ _ i 27 61 USPQ 
12.2 127 (CCFA 1944 /? e Cbc& 439 F.2d 730 
^ 169 USPQ 29S 301 (CCFA 1971\ Hcwevei m 
appl 3fios directed t< mve t ia i where the 
result are tmpredicfabie,. the disclosure of a single 
spe* its as ill doe pi kfe m adequate basis *o 
ssspport generic claims. In re Sol!, 97 F.2d 623, 624,. 
38 USPQ 189.. 191 (CCFA 1938). hi esses involving 
unpredictable factors, such as most chenueai leactioss 
dti j h i ■ . ' — if mi if- ^ " = re | .ii ed In 
re Ffsher, 427 F.2d 833, 839, i$6 USPQ 18, 24 
(CCFA. 1970) (contrasting iKechasacal and electrical 
elements with chemical reactions and piiysiologjol 
acthity). See also In m Wright, 999 F.2d 1557, 1562, 
27 USPQ2d 1510, 1513 (Bed. Ck 1993); ih » fci, 
947 F.2d 4SS, 496, 20 USPQ26 143S, 1445 (Fed. Cir. 
l c /~d< Tin- i- be. t is ii* - T r < * d,'. die . 

closure of one spe ies 1 -i otiiei ie> ? will v* >rk 

77/ze amount of direction provided by the inventor/existence of working examples 
In the instant case, there are no working examples that support of the claimed invention. 
The state of the art for preparing solvates/hydrates of the instantly claimed compounds 
appears to be nascent. Furthermore, evidence suggests a high degree of unpredictability 
in this field of endeavor. 

The quantity of experimentation needed to make or use the invention 
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MPEP 2164.01(a) states: 

There are many factors to be considered when 

f i i i j ~ 1 bei there c xiffkient e dence « 
suppon a determination that a disclosure does not sat- 
isfy the enablement requirement and whether any nec- 
essary experimentation is "undue" These factors, 
include, but are not limited to; 

(A) The breadth < >f the :1 mm 

(B) The na ture of the invention; 

(C) The slate of the prior an; 

(D) The level of one of ordinary skill; 

(E) The level of predict ability in the art: 

(F) The smount of hre ion pro"' led V tie 
inventor; 

! G) IV existence c : 11 s 1 1- big e? amples and 

(H)'Tlie quantity of experimentation needed to 
snake or use the invention based on the content of the 
disclosure. 

Based on the evidence regarding each of the above factors (see discussion above), the 
specification, at the time the application was filed, would not have taught one of ordinary 
skill in the art how to practice the claimed invention without undue experimentation. 

The instant claims prima facie lack enablement across the full scope claimed. 

Claim Rejections - 35 USC 112 2 nd Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

6. Claims 3, 5, 9, 10, 34 and 35 rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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The claims are drawn to "derivatives." The term "derivative" is defined as organic 
compounds obtained from another compound by a simple chemical process or an organic 
compound containing a structural radical similar to that from which it is derived (Hackh's 
chemical dictionary, 1972). Therefore, the term "derivative" renders the claims indefinite 
because the metes and bounds cannot be ascertained. 

Conclusion 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUN JAE Y. LOEWE whose telephone number is (571)272- 
9074. The examiner can normally be reached on M-F 7:30-5:00 Est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)272-0699. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sun Jae Y. Loewe/ 
1-28-2009 
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